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Question 1 
10:5314 


Corect 


7.00 out of 10.00 (70%) 


SP is a 62-year-old female who is a long-time, trusted patient of yours. SP has no known history of 
drug abuse or allergies. She has hypertension, back pain and low vitamin D levels. SP currently takes 
Lenoltec® No. 3 (acetaminophen 300 mg, codeine 30 mg and caffeine 15 mg) one tablet every 4 
hours as needed, vitamin D 10 000 IU once weekly and ramipril 10 mg once daily. She is currently in 
another town to visit her daughter and really needs her Lenoltec® No. 3 as her back pain is 
unbearable. A pharmacy from the town she is in calls you for a transfer. 


What is the best course of action? (Assume COVID-19 exemptions are not in place) 


Select one: 


Transfer her medication * 


Notify herthatyou ¥ 
cannot transfer 
schedule N drugs 


Rose Wang (ID: 113212) this answer is correct. According to the Narcotic 
Control Regulations under the Controlled Drugs and Substances Act, 
narcotics cannot be transferred. 


Inform her that 7 tablets is the maximum you can transfer by law % 
Transfer only enough until she returns % 


Marts for this submission: 1.00/1.00. 


TOPIC: Federal Law 


LEARNING OBJECTIVE: 
To understand the federal laws that govern pharmacy practice 


BACKGROUND: 


The Controlled Drugs and Substances Act (CDSA) is federal legislation that governs the import, export, 
production, distribution, and use of substances that can alter mental processes and produce harm when 
distributed without supervision. The Narcotic Control Regulations (NCR) are under the CDSA and define 
straight narcotics as any product meeting at least 1 of the following criteria: 


* Single-ingredient narcotics 
© Injectable narcotics 

* Products containing more than 1 narcotic 

* Products containing less than 2 non-narcotic ingredients 


* Products containing any of the following 5 narcotics: diacetylmorphine (heroin), hydrocodone, 
methadone, oxycodone, and pentazocine. 


Straight narcotic prescriptions must be written or faxed and can have part fills. Prescriptions taken verbally, 
refills, and transfers are not permitted. Straight narcotics require a purchase and sales report to be retained 
for a minimum of two years. 

Narcotic preparations are defined as any product containing only 1 narcotic ingredient (except hydrocodone, 
methadone, oxycodone, pentazocine, and diacetylmorphine (heroin) and 2 or more non-narcotic ingredients. 
These drugs can be prescribed via a written, faxed, or verbal prescription. No refills or transfers are permitted; 
however, part-fills are allowed, A purchase record must be kept for a minimum of two years. Exempted 
narcotics are defined as any product containing up to 8 mg of its equivalent of codeine per unit or not more 
than 20 mg of codeine per 30 mL of liquid and 2 or more non-narcotic ingredients. As of 2020, temporary 
exemptions due to COVID-19 have been implemented, allowing pharmacists to transfer any type of narcotic 
drug. 


RATIONALE: 


Correct Answer: 


* Notify her that you cannot transfer schedule N drugs - According to the Narcotic Control 
Regulations under the Controlled Drugs and Substances Act, narcotics cannot be transferred. 


Incorrect Answers: 
© Transfer her medication - Narcotics cannot be transferred to another pharmacy. 


* Inform her that 7 tablets is the maximum you can transfer by law - Narcotics cannot be 
transferred to another pharmacy. 


Question 2 
1p: 53021 


Corect 


e iranster only enougn unti sne returns - Narcotics cannot be transterrea to anotner pnarmacy. 


TAKEAWAY/KEY POINTS: 
Prior to the 2020 COVID-19 exemption, narcotic substances were not allowed to be transferred. 


REFERENCE: 


T11 Ontario Colleae of Pharmacists. Prescription Reaulation Summary Chart. httns://www.ocpinfo.com/wp- 
content/uploads/2019/05/Prescription-Regulation-Summary-Chart-Summary-of-Laws.pdf 


The correct answer is: Notify her that you cannot transfer schedule N drugs 


The family doctor working in your building calls the pharmacy as he would like to phone in a 
prescription. The prescription is for a mutual patient with whom he has an appointment. The patient 
is hoping to come down to the pharmacy to get the medication quickly since they had to see the 
doctor during their lunch break. 


According to Federal Law, an authorized prescriber can verbally order all of the following medications, 
EXCEPT? (Assume COVID-19 exemptions are not in place) 


Select one: 


Codeine Y 
Rose Wang (ID:113212) this answer is correct. Straight narcotics require a written or 


faxed prescription. 


Lentoltec® No.3 (acetaminophen, caffeine, codeine) % 
Tecnal® (aspirin, butalbital, caffeine) X 


Lorazepam X 


Marks for this submission: 1.00/1.00. 


TOPIC: Federal Law 


LEARNING OBJECTIVE: 
To understand the federal laws that govern pharmacy practice 


BACKGROUND: 


The Narcotic Control Regulations (NCR) are under the Controlled Drugs and Substances Act (CDSA) define 
straight narcotics as any product meeting at least 1 of the following criteria: 


* Single-ingredient narcotics 

© Injectable narcotics 

* Products containing more than 1 narcotic 

© Products containing less than 2 non-narcotic ingredients 


* Products containing any of the following 5 narcotics: diacetylmorphine (heroin), hydrocodone, 
methadone, oxycodone and pentazocine. 


Straight narcotics must be prescribed via a written or faxed prescription and can have part-fills. However, 
prescriptions that are taken verbally and refills are not permitted 


Narcotic preparations are defined as any product containing only 1 narcotic ingredient (except hydrocodone, 
methadone, oxycodone, pentazocine, and diacetylmorphine (heroin) and 2 or more non-narcotic ingredients. 
These drugs can be prescribed via written, faxed, or verbal prescriptions. Refills of narcotic preparations are 
not allowed. Exempted narcotics are defined as any product containing up to 8 mg of its equivalent of 
codeine per unit or not more than 20 mg of codeine per 30 mL of liquid and 2 or more non-narcotic 
ingredients. Exempted narcotics do not require a prescription; however, if dispensed pursuant to a 
prescription, they follow the same rules as narcotic preparations. 


Controlled drugs are regulated under Part G of the Food and Drugs Act (F&DA) and are subdivided into three 
parts (I, ll, and Ill), Part | controlled drugs are straight controlled drugs or combinations of more than 1 
controlled drug. Part Il controlled drugs are drugs identified as most barbiturates, Part Ill controlled drugs are 
identified as anabolic steroids and derivatives. When a single controlled drug is mixed with 1 or more non- 
controlled ingredients, it becomes a controlled drug preparation. It can be classified as Part |, Il, or Ill, 
depending on what controlled drug is used. 


Part | controlled drugs can be filled from written, faxed or verbal prescriptions. Refills must come from a 
written or faxed prescription if an interval between refills is provided. Verbal refills are not allowed. Similarly, 
Part II and Ill controlled drugs can be filled from written, faxed, or verbal prescriptions if an interval between 
refills is specified, meaning verbal refills are allowed. Part-fills are acceptable for all controlled drugs. 


Benzodiazepines and other targeted substances can be filled with a written, faxed or verbal prescription, 
including refills. As of 2020, temporary exemptions due to COVID-19 have been implemented, allowing 
pharmacists to accept verbal orders for controlled substances. Additionally, benzodiazepine and targeted 
substance prescriptions no longer expire after one year from the date it has been written. 


RATIONALE: 


Correct Answer: 


Question 3 
1153135 


Incorrect 


Fag question 


Send Feedback 


© Cogeine - suaigit nercoucs require a wriwen OF laxeu prescripuon. 


Incorrect Answers: 


* Lentoltec® No.3 (acetaminophen, caffeine, codeine) - Verbal prescriptions are allowed for narcotic 
preparations. 


e Tecnal® (aspirin, butalbital, caffeine) - Verbal prescriptions are allowed for Part Il controlled 
preparations. 


* Lorazepam - Verbal prescriptions are allowed for benzodiazepines 


TAKEAWAY/KEY POINTS: 


Straight narcotics require a written or faxed prescription. Narcotic preparations or exempted narcotics 
pursuant to a prescription require a written, faxed or verbal prescription, Part I, Il and Ill controlled drugs 
require a written, faxed or verbal prescription. As of 2020, temporary exemptions due to COVID-19 have been 
implemented, allowing pharmacists to accept verbal orders for controlled substances, therefore allowing 
straight narcotic prescriptions to be taken verbally. 


REFERENCE: 


[1] Ontario College of Pharmacists. Prescription Regulation Summary Chart. https://www.ocpinfo.com/wp- 
content/uploads/2019/05/Prescription-Regulation-Summary-Chart-Summary-of-Laws,pdf 


The correct answer is: Codeine 


As per the federal Narcotic Control Regulations (NCR), in which of the following scenarios could a 
pharmacist NOT sell or provide methadone? 


Select one: 


A pharmacist who has called your pharmacy asking for an emergency supply of methadone ¥ 
An employee of a hospital with a written order for an emergency supply of methadone signed and * 
dated by the pharmacist 

A faxed prescription from a physician's office to your pharmacy for an emergency dose for their 
patient 


A patient presents a written prescription for * 
methadone, signed and dated by a family 
physician 


Rose Wang (ID:113212) this answer is 
incorrect. A pharmacist can provide methadone 
to this patient. 


Marks for this submission: 0,00/1.00. 


TOPIC: Federal Law 


LEARNING OBJECTIVE: 
To understand the laws that govern pharmacy practice. 


BACKGROUND: 


Methadone is a straight narcotic regulated by the Narcotic Control Regulations in the Controlled Drugs and 
Substances Act. Methadone is used for the treatment of opioid dependency. Methadone is administered as a 
liquid mixed with a flavoured juice powder to minimize tampering and to mask its bitter taste. In the past, 
methadone was regulated by Health Canada; therefore, doctors had to be exempt under section 56 of the 
Controlled Drugs and Substances Act (CDSA) by submitting a request to Health Canada before being able to 
prescribe methadone. However, as of May 2018, physicians no longer require an exemption from section 56 
of the CDSA to prescribe methadone. Additionally, pharmacists who are presented with methadone 
prescriptions are no longer required to verify with Health Canada that the prescribing doctor holds a valid 
exemption. 

Prescriptions for methadone must be written or faxed, as well as signed and dated by the prescriber. As of 
2020, COVID-19 exemptions have been put in place, and prescriptions can now be taken verbally for 
methadone. Although methadone prescriptions don't have an expiry, pharmacists should use professional 
and clinical judgment before dispensing or may refuse to fill prescriptions that are, in their judgment, too old, 
therefore, require follow-up. 

The Controlled Drugs and Substances Act (CDSA) allows pharmacies to purchase an emergency supply of a 
controlled substance from another pharmacy when supplies are insufficient to meet the needs of their 
patients, This must be done with a complete, written order. The written order must include the following 
information: 


© Name and address of the ordering pharmacy 
© The name of the medication 


© The quantity requested for the emergency supply (the quantity can only be enough to fill the 
prescriptions at the ordering pharmacy when requesting the emergency supply) 


© The signature of the ordering pharmacist 


The written order can be delivered in person or faxed, There must also be a record of the purchase. The 
pharmacy selling the controlled substance must document the sale in the sales report. 


RATIONAI F- 


Question 4 
1D: 53073 
Correct 

Hag question 


Correct Answer: 


* A pharmacist who has called your pharmacy asking for an emergency supply of methadone - 
While pharmacists can sell or provide methadone to other pharmacists for emergency purposes, this 
cannot be done over the phone. 


Incorrect Answers: 


+ An employee of a hospital with a written order for an emergency supply of methadone signed 
and dated by the pharmacist - A pharmacist can provide methadone to this patient. 


* A faxed prescription from a physician's office to your pharmacy for an emergency dose for their 
patient - A pharmacist can provide methadone to this patient 


* A patient presents a written prescription for methadone, signed and dated by a family physician 
- A pharmacist can provide methadone to this patient. 


TAKEAWAY/KEY POINTS: 


Methadone is a straight narcotic and requires a written or faxed prescription for dispensing. Pharmacists can 
sell or provide methadone to another pharmacist for emergency purposes if the order is signed and dated by 
the other pharmacist and the exact quantity is specified. 


REFERENCE: 


[1] Ontario College of Pharmacists. Controlled Substances: Orders, Purchases and Sales (Federal) - 
OCP Info.com. OCPInfo.com. hitps://www.ocpinfo.com/practice-education/practice-tools/fact- 
sheets/controlled-substances-orders-purchases-and-sales-federal/#endnote-7. 


[2] Justice Laws Website. Controlled Drugs and Substances Act. Government of Canada. https://laws- 
loisjustice.gc.ca/eng/acts/C-38.8/page-10.html#docCont. 


[B] Justice Laws Website. Narcotic Control Regulations. Government of Canada. https://laws- 
lois,justice.gc.ca/eng/regulations/CR.C._c._1041/Fulllext.html. 


The correct answer is: A pharmacist who has called your pharmacy asking for an emergency supply of 
methadone 


IT, a pharmacist at a rural pharmacy, received a request from a patient who is on a weekly blister pack. 
The patient requested a printed copy of their profile for tax purposes. IT does not want every 
medication she takes to be listed in the document for privacy purposes. Therefore, the pharmacist 
provided a summary record containing only the total amount in dollars from medications dispensed 
to her over the past year. 


Which of the following principles of the Personal Information Protection and Electronic Documents Act 
(PIPEDA) is NOT considered in this scenario? 


Select one: 


Individual access * 


Continuity Y 
ty Rose Wang (ID:113212) this answer is correct. Continuity is not a principle of 
PIPEDA. 
Accuracy ® 
Consent % 


Marks for this submission: 1.00/1.00. 


TOPIC: Federal Law 


LEARNING OBJECTIVE: 


To understand the 10 principles of the Personal Information Protection and Electronic Documents Act 
(PIPEDA). 


BACKGROUND: 


The Personal Information Protection Electronic Documents Act (PIPEDA) is a federal act that encourages 
personal privacy, confidentiality, and access to information. PIPEDA applies to all private sector companies 
(e.g. healthcare corporations such as physician offices, pharmacies, and physiotherapist clinics). 


Schedule 1 of PIPEDA lists 10 principles adopted from the Canadian Standards Association Model Code for 
the Protection of Personal Information. These principles are: 


. Accountability; responsible party within an organization 

2. Identifying Purposes: purposes for collecting information 

3. Consent: gathering meaningful consent 

4, Limiting Collection: collecting only information required through fair and lawful methods 

5, Limiting Use, Disclosure, and Retention: using or disclosing information only when and where necessary 
6. Accuracy: up-to-date and complete information 

7. Safeguards: methods to control information 

8. Openness: making information policies available and easily understandable 

9. Individual Access: individuals have the right to access information 

10. Challenging Compliance: the right to submit complaints or corrections 


Question 5 


1p: 52030 


RATIONALE: 
Correct Answer: 


* Continuity - Continuity is not a principle of PIPEDA. 


Incorrect Answers: 


© Individual access - Individuals have the right to access their own information that a pharmacy holds 
about them, 


* Accuracy - It is essential for pharmacists to maintain updated and complete information on patients. 


* Consent - Pharmacists are required to gain consent before using, disclosing or collecting personal 
information. 


TAKEAWAY/KEY POINTS: 


The 10 principles that govern protecting personal health information are accountability, identifying purposes, 
consent, limiting collection, limiting use, disclosure and retention, accuracy, safeguards, openness, individual 
access, and challenging compliance. 


REFERENCE: 


[1] Justice Laws Website. Personal Information Protection and Electronic Documents Act. Government of 
Canada, https://laws-lois,ustice.gc.ca/eng/acts/P-8.6/index.html. 


[2] Justice Laws Website. Principles Set Out in the National Standard of Canada Entitles Model Code for the 
Protection of Personal Information, CAN/CSA-Q830-96, Government of Canada. https://laws- 
loisjustice.gc.ca/eng/acts/P-8.6/page-11.html#h-417659. 


The correct answer is: Continuity 


PY, the pharmacy manager of an independent community pharmacy near a teaching hospital, asked 
her staff to conduct a narcotic reconciliation and dispose of expired medications. The staff pharmacist 
performed the reconciliation and asked his assistant for help with gathering expired medications, 
including controlled substances, for destruction. 


Which of the following is the best procedure for the destruction of a targeted substance? 


Select one: 
A pharmacist records the date of ¥ . 
Fhe desa aA NIG destruciion Rose Wang (ID:113212) this answer is correct. The date 
Bnr E of destruction must be recorded, and the process can be 


witnessed by a regulated practitioner. 


An application has to be sent to Health Canada prior to destruction % 
A pharmacist records the date of the destruction and it is witnessed by a pharmacy assistant % 


After Health Canada approval for destruction, a pharmacist records the date of the destruction and * 
it is witnessed by a pharmacist 


Marks for this submission: 1.00/1.00. 
TOPIC: Federal Law 


LEARNING OBJECTIVE: 


To understand the federal laws that govern pharmacy practice. 


BACKGROUND: 


As of July 2016, Health Canada no longer requires pre-authorization requests for the local destruction of 
unserviceable stock and post-consumer returns of narcotics and controlled drugs. This means pharmacists 
may proceed with destruction without notifying Health Canada and receiving an acknowledgment in 
advance. 


Before any destruction, the pharmacist should record information concerning the destruction of 
unserviceable stock, such as the destruction date, name, strength per unit, and quantity of the controlled 
substance to be destroyed. Effective April 1, 2018, Health Canada no longer requires pharmacists to record 
the name of the drug product, strength, and quantity for post-consumer returns. Consequently, there is no 
requirement to separate post-consumer returned controlled drugs and substances from other post- 
consumer returned prescription or non-prescription medications. Pharmacists carrying out local destruction 
of post-consumer returns must record the date the destruction took place, the unique identifier of the 
container, and the number of containers destroyed. All records should be kept for two years. 


Beyond the two-year period, it is up to the hospital administrators, pharmacists or practitioners to determine 
if these records should be kept for a longer period based on other regulatory requirements, such as 
provincial or professional practice regulations. 


The pharmacist should destroy the drugs in the presence of another health professional. Both witnesses 
should record their names and destruction date on a statement indicating they witnessed the destruction. 
Please refer to the chart below for details on who can witness and destroy depending on the setting. 


Question 6 
1D: 52943 


Corect 


vestroyea ny: + pnarmacıst + pnarmacıst 
Persons in charge of a hospital (hospitals only) 

Licensed health professional (hospitals only; 

partial or unusable doses and if the drug is 

already outside the pharmacy, e.g. on a ward) 


Witnessed by: - Pharmacist or + Pharmacist or 
+ Pharmacy intern or * Pharmacy intern or 
+ Pharmacy technician or * Pharmacy technician 
* Practitioner* or or 
+ Health Canada inspector (should they be + Practitioner" 
present) 


*Practitioner is person who is registered and entitled under the laws of a province to practice in that 
province the profession of medicine, dentistry or veterinary medicine, and includes any other person 
or class of persons prescribed as a practitioner 


RATIONALE: 


Correct Answer: 


+ A pharmacist records the date of the destruction and the destruction is witnessed by a dentist - 
The date of destruction must be recorded, and the process can be witnessed by a regulated 
practitioner. 


Incorrect Answers: 


* An application has to be sent to Health Canada prior to destruction - Prior approval from Health 
Canada is no longer required. 


+ A pharmacist records the date of the destruction and it is witnessed by a pharmacy assistant - 
The destruction cannot be witnessed by a pharmacy assistant. 


* After Health Canada approval for destruction, a pharmacist records the date of the destruction 
and it is witnessed by a pharmacist - Prior approval from Health Canada is no longer required. 


TAKEAWAY/KEY POINTS: 


Destruction of controlled substances in most settings is done by a pharmacist. The second witness can be 
another pharmacist, practitioner, pharmacy intern, regulated pharmacy technician, or an inspector from 
Health Canada. 


REFERENCE: 


[1] Ontario College of Pharmacists. Destruction of Narcotics, Controlled Drugs, and Targeted Substances. 
http://www.ocpinfo.com/practice-education/practice-tools/fact-sheets/destruction/. 


[2] Justice Laws Website. Benzodiazepines and Other Targeted Substances Regulations. Government of 
Canada, http://laws-lois,justice.gc.ca/eng/regulations/SOR-2000-217/. 


The correct answer is: A pharmacist records the date of the destruction and the destruction is witnessed by a 
dentist 


The Personal Information Protection and Electronic Documents Act (PIPEDA) applies to all private- 
sector companies, including healthcare corporations. 


As per PIPEDA, in which of the following circumstances would a health professional be able to disclose a 
patient's personal information without their consent? 


Select one: 
A man is requesting prescription receipts for him and his wife * 
A patient's mother wants her 20-year-old daughter's list of prescription drugs % 
The police comeinwitha Y 
wartant fora patient's Rose Wang (ID:113212) this answer is correct. This is one of a 


prescription drug list few cases where it would be acceptable to release the information 
without the patient's consent. 


A man contacts his wife's doctor to find out if she is pregnant * 


Marks for this submission: 1.00/1.00. 


TOPIC: Federal Law 


LEARNING OBJECTIVE: 
To understand the federal laws that govern pharmacy practice, 


BACKGROUND: 


The Personal Information Protection Electronic Documents Act (PIPEDA) is a federal act that encourages 
personal privacy, confidentiality, and access to information. PIPEDA applies to all private sector companies 
(e.g. healthcare corporations such as physician offices, pharmacies, and physiotherapist clinics). 


PIPEDA does not differentiate between adults and children. The Office of the Privacy Commissioner of 
Canada (OPC) views personal information relatina to vouth and children as beina of particular sensitivitv. 


Question 7 
1D: 52974 
Incorrect 


Pi 


Send Feedback 


especially the younger they are. One tip provided by OPC suggests that in all but exceptional cases, consent 
for the collection, use, and disclosure of personal information of children under the age of 13, must be 
obtained from their parents or guardians. Consent guidelines may vary provincially as well. 


In general, if the young person is capable of making his or her own decisions about disclosing personal 
health information, then his or her rights should be respected. There are cases where personal health 
information can be disclosed without consent. Examples of these include when a police officer presents with 
a warrant or court order, during risk of immediate harm to others or to self, if it is in the patient's best 
interest and amongst healthcare professionals within the patient's circle of care to provide optimal care. 


RATIONALE: 
Correct Answer: 


* The police come in with a warrant for a patient's prescription drug list - This is one of a few cases 
where it would be acceptable to release the information without the patient's consent. 


Incorrect Answers: 


* A manis requesting prescription receipts for him and his wife - Despite the husband-wife 
relationship, the wife's personal health information is her own. 


* A patient's mother wants her 20-year-old daughter's list of prescription drugs - Despite the 
mother-daughter relationship, the daughter's personal health information is her own. 


* Aman contacts his wife's doctor to find out if she is pregnant - His wife's pregnancy status 
remains confidential and the doctor cannot provide him with this information. 


TAKEAWAY/KEY POINTS: 


PIPEDA does not differentiate between adults and children, but rather uses the autonomy of an individual to 
choose whether their personal information can be shared (except in certain circumstances mentioned above). 


REFERENCE: 


[1] Justice Laws Website. Personal Information Protection and Electronic Documents Act. Government of 
Canada. https://laws-lois justice.gc.ca/eng/acts/P-8.6/index.htm| 

[2] Ontario College of Pharmacists. Releasing Personal Health Information. http://www.ocpinfo.com/practice- 
education/practice-tools/fact-sheets/personal-health-info/. 

[3] Office of the Privacy Commissioner of Canada. Collecting from kids? Ten tips for services aimed at children 
and youth, Office of the Privacy Commissioner of Canada. https://www.priv.gc.ca/en/privacy-topics/business- 
privacy/bus kids/02_05_d_62_tips/ 


The correct answer is: 


he police come in with a warrant for a patient's prescription drug list 


Where would you find a list of controlled drugs in the Food and Drugs Act (F&DA)? 


Select one: 
Schedule * y 
A Rose Wang (ID:113212) this answer is incorrect. Schedule A is for disease states or 
conditions for which treatments may not be promoted to the public. 
Schedule BX 


Part C regulations X 
Part G regulations Y 


Mars for this submission: 0.00/1.00. 
TOPIC: Federal Law 


LEARNING OBJECTIVE: 
To be familiar with the various schedules and parts of the Food and Drugs Act. 


BACKGROUND: 
The Food and Drugs Act (F&DA) is Canada’s federal legislation regarding the production, import, export, 
transport and sale of food, drugs, medical devices and cosmetics. There are 4 different schedules for the 
F&DA: 
* Schedule A: disease states for which advertisement or sale of treatments to the public is prohibited 
* Schedule B corresponds to publications that contain official drug standards 
* Schedule C includes radiopharmaceuticals 


* Schedule D drugs are allergenic substances, blood derivatives, drugs obtained by recombinant DNA, 
vaccines, insulin, and other biologicals 


The regulations under the FDA are divided into different parts: 
e Part A (Administration): information on prohibition, powers (authority), definitions and obligations 


* Part B (Food): information on general labelling, nutrition labelling, composition standards, food 
additives and food packaging materials 


Question 8 
1D: 53057 


Corect 


Part C (Drugs): used to contain schedule F drugs, which are now replaced with the Prescription Drug 
List (PDL). It is a list of medicinal ingredients that, if found in a drug, requires a prescription for sale in 
Canada. PDL does not include drugs that are regulated under the Controlled Drugs and Substances 
Act 


Part D (Vitamins, minerals and amino acids): foods that must or can be fortified with vitamins and 
minerals 


Part E (Cyclamate and saccharin sweeteners): regulates the labelling and advertising of cyclamate and 
saccharine artificial sweeteners 


Part G (Controlled drugs): information regarding the possession, sale, production, and transportation 
of controlled drugs (controlled drugs are regulated under CDSA) 


Part J (Restricted drugs): information regarding the possession, production, sale, transportation, and 
importation of restricted drugs for clinical trials or research purposes 


RATIONALE: 
Correct Answer: 


* Part G regulations - Part G regulation is for controlled drugs. 


Incorrect Answers: 


œ Schedule A - Schedule A is for disease states or conditions for which treatments may not be 
promoted to the public. 


* Schedule B - Schedule B is for publications regarding official drug standards in Canada. 


* Part C regulations - Part C regulation contains the Prescription Drug List. 


TAKEAWAY/KEY POINTS: 
The FDA contains 4 schedules and 7 regulations. Part G regulates controlled drugs. 


REFERENCE: 


[1] Justice Laws Website. Food and Drugs Act. Government of Canada. https://laws,justice.gc.ca/eng/acts/F- 
27/. 

[2] Health Canada. Frequently Asked Questions - Food and Drug Regulations. Government of Canada. 
https://www.canada.ca/en/health-canada/corporate/about-health-canada/legislation-guidelines/acts- 
regulations/frequently-asked-questions-food-drug-regulations.html. 


The correct answer is: Part G regulations 


A practitioner is writing a prescription for oxycodone but wants the patient to receive only 30 tablets 
at a time, rather than the full supply. Assume that the patient is taking one tablet per day for 90 days. 


Which of the following is the best way for them to allow the repeated dispensing of smaller amounts of the 
narcotic? 


Dispense 30 tablets; Repeats: 2 X 


Dispense 90 tablets in part-fills of30 ¥ 


tablets wiih ia Al of 30 days. Rose Wang (ID:113212) this answer is correct. 


Straight narcotics can have part fills which enable 
prescribers to limit dispensed quantity per fill. 


Dispense 30 tablets; Repeat twice at 30-day intervals * 
Dispense 30 tablets; Repeats: 2, to be dispensed on the first day of each month. % 


Marks for this submission: 1.00/1.00. 


TOPIC: Federal Law 


LEARNING OBJECTIVE: 
To understand that refills are not permitted for straight narcotic drugs or preparations. 


BACKGROUND: 


The Controlled Drugs and Substances Act (CDSA) is federal legislation that governs the import/export, 
production, distribution, and use of substances that can alter mental processes and produce harm when 
distributed without supervision. The Narcotic Control Regulations (NCR) are under the CDSA and define 
straight narcotics as any product meeting at least 1 of the following criteria: 


e single-ingredient narcotics 
e injectable narcotics 


* products containing more than 1 narcotic 


Question 9 
1D: 52946 
Corect 


Fag question 


* products containing less than 2 non-narcotic ingredients 


* products containing diacetylmorphine (heroin), hydrocodone, methadone, oxycodone, or pentazocine 


Oxycodone is one of four drugs that is considered a narcotic drug, not a narcotic preparation, even if it is in 
combination with two or more non-narcotic medicinal ingredients. The regulations regarding narcotic drugs 
must therefore be followed when handling this prescription. These prescriptions must be written or faxed and 
cannot be taken verbally. Narcotic prescriptions also don't have an expiry, but professional judgement should 
be used prior to dispensing. 


Some drug products may be classified as "verbal prescription narcotics", which means that they can be 
prescribed verbally. The Narcotic Control Regulations (NCR) define verbal prescription narcotics as products 
that: 


* contain one narcotic drug with two or more non-narcotic medicinal ingredients; 
* donot contain heroin, hydrocodone, methadone, oxycodone, or pentazocine: and 


e are not to be administered parenterally. 


The term “narcotic preparation” is sometimes used to refer to verbal prescription narcotics. Verbal 
prescription narcotics can be ordered verbally and can be accepted by both pharmacists and pharmacy 
students, so long as the student is working under the direct supervision of a pharmacist and is properly 
registered with the appropriate college. Pharmacy technicians cannot accept verbal prescriptions for narcotic 
preparations. Like other narcotics, however, verbal prescription narcotics cannot have refills or be transferred. 


Narcotic drugs and preparations (other than those which are schedule II and do not need a prescription) 
cannot be prescribed with refills. If the prescriber wants to provide the patient with a total large quantity 
prescription but limit to a small quantity per fill, the prescription must be written as a part-fill. For part fills, 
the prescription must contain the total authorized quantity and the dispensed quantity with or without 
intervals. Intervals are optional for narcotics, however must be honored when included in a prescription. 
Amount dispensed should be less than the total authorized quantity. Example: oxycodone 10 mg po q6h prn, 
total quantity - 100 tablets, dispense 30 tablets every 20 days. In this example, an interval of 20 days is 
specified, therefore, pharmacists can only dispense on the 20th day or later. 


RATIONALE: 
Correct Answer: 


* Dispense 90 tablets in part-fills of 30 tablets with an interval of 30 days. - Straight narcotics can 
have part fills which enable prescribers to limit dispensed quantity per fill. 


Incorrect Answers: 
* Dispense 30 tablets; Repeats: 2 - Refills are not permitted for narcotics. 
* Dispense 30 tablets; Repeat twice at 30-day intervals - Refills are not permitted for narcotics. 


* Dispense 30 tablets; Repeats: 2, to be dispensed on the first day of each month. - Refills are not 
permitted for narcotics. 


TAKEAWAY/KEY POINTS: 


Straight narcotics and narcotic preparations cannot have refills, however, part-fills are permitted 


REFERENCE: 


[1] Ontario College of Pharmacists. CDSA & NSAA e-Learning Module. 
htto://www.ocpinfo.com/registration/training-exams/jp-exam/jp-resources/e-learning-modules/cdsa- 
module/. 


[2] Ontario College of Pharmacists. Prescription Regulation Summary Chart. 
http://www.ocpinfo.com/library/practice- 
related/download/Prescription%20Regulation%20Summary%20Chart%20(Summary%200f%20Laws).pdf. 
The correct answer is: 

Dispense 90 tablets in part-fills of 30 tablets with an interval of 30 days. 


GH is a pharmacist and pharmacy owner who recently attended a conference on cardiovascular drugs 
with new and novel indications. The conference had a display area with several booths dedicated to 
wholesalers and pharmaceutical companies. As GH was leaving on the final day of the conference, he 
received a gift bag. Upon inspection at home, he saw samples of some of the medications with new 
indications. 


Which of the following statements about the distribution of drug samples is true? 


Drug samples can be distributed from pharmaceutical companies to physicians only * 


A sample of a prescription {v 
medicatiodiust Aet the Rose Wang (ID:113212) this answer is correct. 

e minced A prescription 1s required to distribute a drug sample of 
and Drugs Act prescription medications; therefore, it must comply with 


the regulations outlined in the Food and Drugs Act. 


A drug sample can only be a drug found in the Prescription Drug List (PDL) X 


A pharmacist can charge a professional fee for distributing a non-prescription sample % 


Question 10 
1D: 50713 
Incorrect 


Fag question 


Marks for this submission: 1.00/1.00. 


TOPIC: Federal Law 


LEARNING OBJECTIVE: 


To understand the federal laws that govern pharmacy practice 


BACKGROUND: 


Drug samples are small quantities of a medication given to pharmacists and practitioners for free by 
pharmaceutical companies. Pharmacists may dispense sample medications if patients are informed the 
medications they are receiving are samples. Pharmacists should not charge for the cost of the medication, 
but they may charge a professional fee for clinical review and counselling. The pharmacist cannot charge a 
professional fee for samples of schedule II, Ill, and unscheduled drugs that do not require further packaging. 
Schedule | medication samples, just like all other NAPRA schedule | drugs, require a prescription for sale and, 
therefore, must comply with the regulations of the Food and Drugs Act For schedule II and III medication 
samples, prescriptions are not required. 


RATIONALE: 
Correct Answer: 
* A sample of a prescription medication must meet the regulations outlined in the Food and 


Drugs Act - A prescription is required to distribute a drug sample of prescription medications; 
therefore, it must comply with the regulations outlined in the Food and Drugs Act. 


Incorrect Answers: 


* Drug samples can be distributed from pharmaceutical companies to physicians only - Drug 
samples can be distributed to pharmacists and practitioners. 


* A drug sample can only be a drug found in the Prescription Drug List (PDL) - A drug sample can 
bea Schedule |, Il or Ill drug. 


* A pharmacist can charge a professional fee for distributing a non-prescription sample - A 
pharmacist cannot charge for distributing a non-prescription sample unless further packaging or 
labelling is required. 


TAKEAWAY/KEY POINTS: 


Drug samples are small quantities of a medication given to pharmacists and practitioners for free by 
pharmaceutical companies. 


REFERENCE: 


[1] Government of Canada, Public Works and Government Services Canada, Public Services and Procurement 
Canada, Integrated Services Branch, Canada Gazette. Canada Gazette, Part 2, Volume 154, Number 9: 
Regulations amending the Food and Drug Regulations (Distribution of drugs as samples). 
https://gazette.gc.ca/rp-pr/p2/2020/2020-04-29/html/sor-dors74-eng.html. 


The correct answer is: 
A sample of a prescription medication must meet the regulations outlined in the Food and Drugs Act 


Which of the following agents is regulated under the Precursor Control Regulations of the Controlled Drugs 
and Substances Act (CDSA) as a precursor for the use of illicit drug manufacturing? 


a. Amphetamine X 
Rose Wang (ID:113212) this answer is incorrect. 


Amphetamine is not a precursor and is regulated under the Food and Drugs 
Act. 


b. Dimenhydrinate * 
c Methamphetamine * 
d. Ergotamine ¥ 


Marks for this submission: 0.00/1.00. 

TOPIC: Federal Law 

LEARNING OBJECTIVE: 

To define and identify precursor chemicals. 

BACKGROUND: 

A precursor is a chemical that is used for the production of a controlled substance. They are used either as a 
reagent or solvent or in its core structure to synthesize a controlled substance. The Precursor Control 
Regulations are a federal regulation under the Controlled Drugs and Substances Act (CDSA) that regulates 
the sale, possession, use and purchase of precursor chemicals. The regulation defines two Classes of 
precursors, Class A and B. Some of the following Class A precursors are acetic anhydride, ergotamine, 


ephedra and ephedrine. For example, ephedra and ephedrine are found in many cough and cold products 
hiit are alen the nrecurcar chemicals far the nraductinn af amnhetaminac Sama of the fallawina Clace R 


|, and toluene. 


precursors are acetone, sulphuric aci 
RATIONALE: 


Correct Answer: 


* Ergotamine is regulated as a Class A precursor under the Precursor Control Regulations. 


Incorrect Answers: 
e Amphetamine is not a precursor and is regulated under the Food and Drugs Act. 
© Dimenhydrinate is not a precursor and is regulated under the Food and Drugs Act. 


e Methamphetamine is not a precursor and is regulated under the Food and Drugs Act. 


TAKEAWAY/KEY POINTS: 
A precursor is a chemical that is used to synthesize a controlled substance. 
REFERENCES: 


[1] Legislative Services Branch. Consolidated federal laws of Canada, Precursor Control Regulations, 
https://laws-lois,ustice.gc.ca/eng/regulations/sor-2002-359/page-1 html. 

[2] Government of Canada, Public Works and Government Services Canada, Public Services and Procurement 
Canada, Integrated Services Branch, Canada Gazette. Canada Gazette, Part 2, Volume 153, Number 10: 
Regulations amending the Narcotic Control Regulations and the Precursor control Regulations (Fentanyls and 
Amphetamines). httos://gazette.gc.ca/rp-pr/p2/2019/2019-05-15/html/sor-dors120-eng,html. 

[B] Health Canada. Controlled substances and precursor chemicals. Canada.ca. 
https://www.canada.ca/en/health-canada/services/health-concerns/controlled-substances-precursor~ 
chemicals.html. 

[4] Menard D, Sports Medicine Consultant, Directorate of Force Health Protection. PERFORMANCE 
ENHANCERS FACTS AND BOTTOM LINE. https://www.canada.ca/content/dam/dnd- 
mdn/documents/health/nutrition/suppiement-fact-sheet-ephedrine.pdf. 


The correct answer is: 
Ergotamine 


Finish review 
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